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AIMS AND SCOPE 

Postscripts is the official publication of American Medical 
Writers Association (AMWA) Pacific Southwest chapter. It 
publishes news, notices, job postings, and articles of interest in 
all areas of medical and scientific writing and communications. 
The scope covers clinical and regulatory writing, scientific 
writing, publication planning, continuing medical education 
(CME) and physician/patient education, social media, current 
regulations, ethical issues, medical writing training and 
certification, and good writing techniques. 

MISSION STATEMENT 

The mission of Postscripts is to facilitate the professional 
development of medical writers and serve as a tool to advance 
networking and mentoring opportunities among all members. 
Towards this mission, Postscripts publishes significant 
advances in issues, regulations and practice of medical writing 
and communications; skills and language; summaries and 
reports of meetings and symposia; and, book and journal 
summaries. Additionally, to promote career and networking 
needs of the members, Postscripts includes news and event 
notices covering AMWA Pacific Southwest Chapter activities. 

SUBSCRIPTION: Postscripts is published monthly except in 
January and July. The magazine is available as open access 
publication and is currently distributed online only. 

INSTRUCTION FOR CONTRIBUTORS: We consider articles 
on any topic of interest to our membership. It is helpful to look 
at the past December issues for year-end table of contents, and 
browse past issues for style and type of articles published. We 
welcome contributions from AMWA members. Non-member 
contributions are generally by invitation by the Editor or any 
member of the Chapter's Board. Detailed instructions are 
provided in the December 2015 issue, Postscripts 
2015;5(39):204. 

ADVERTISING: Postscripts is an advertising-free magazine. 
However, articles describing products and services relevant to 
medical writers, editors and communicators may be considered 
or solicited. As a service to our members, they may submit 
advertisements for their services or products for free. Please 
contact the Editor. 

WEBSITES: 

Chapter website: http:// www.amwa-pacsw.org 
AMWA website: http://www.amwa.org 
Postscripts: http ://issu u . com/postscri pts 

Copyright 2011-2016, American Medical Writers Association Pacific 
Southwest Chapter, San Diego, CA. All rights reserved. (Authors 
retain copyright to their articles. Please contact authors directly for 
permission to use or display their work in any form or medium.) 
Design by Ajay Malik. 
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From the President's Desk 


Hi everyone - Spring is almost here, and hopefully our part of the 
country will be getting a little more needed rain before we move on 
to our typical glorious weather. Also coming very soon is the 
AMWA Pacific Coast Conference, planned by the Northern 
California chapter as a one-day event at the Park Central Hotel in 
San Francisco (in the vibrant South of Market district) on April 16. 
Agenda and registration information are available at 
http://www.amwancal.org/events/index.html. The program 
includes two credit workshops and five open sessions, and topics 
include regulatory publishing, the Public Library of Science 
(PLOS), data transparency, Linkedln, and Investigational New 
Drug (IND) Applications. The IND presentation is a credit 
workshop by one of our past presidents, Jenny Grodberg. Hope to 
see you there! 

We have good news about our email services - our replacement 
system seems to be working without a hitch, and hopefully all our 
members are now receiving all messages. If you have any reason 
to believe you are not receiving any messages please do let us 
know right away at membership-coordinator@amwa-pacsw.org. 

If you’ve heard about powdered alcohol products, but wondered if 
they were for real, Rebecca Anderson’s article in this issue explains 
how they work and presents the saga of their approval for 
marketing (but only in some states). Dikran Toroser’s article on 
guidelines for writing numbers and percentages will help you 
present data clearly, and Kokil Tandon provides her recurring 
column on FDA news and updates. 

In response to interest from our members our chapter is 
considering developing a mentorship program, and we would be 
delighted to hear your thoughts about what would be useful to you. 
Please contact me at president@amwa-pacsw.org if you have any 
suggestions, or would be interested in participating either as a 
mentor or mentee. 

Finally, we are looking for an outreach coordinator for the 
Thousand Oaks area, so if you or anyone you know is interested 
please contact me at the email address shown above. 

Susan Vintilla-Friedman, MWC 
President, AMWA Pacific Southwest Chapter 
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EDITOR'S desk 



Medical Writing in The 
Shadow of Uber 


“Is US healthcare ripe for disruption by a 
medical Uber?” asked health policy experts in 
the recent issue of New England Journal of 
Medicine. 1 The answer appears to be yes. 

In spite of improved healthcare access with the 
passage of Affordable Care Act four years ago 
this month, the cost of healthcare remains high 
and the risk of under-insured coverage 
threatening personal finances exist keeping the 
healthcare industry in the crosshairs of policy 
wonks, economists, and political debates. This 
situation is also attracting innovators to come in 
with technology-driven solutions that may likely 
disrupt the current model of healthcare delivery, 
and that will potentially bring change also to the 
drug development industry and us, the medical 
writers. 

The rise of Uber and the disruption of the taxi 
and limousine industry all over the world provide 
an instructive model for how and why an 
industry like healthcare is vulnerable to 
disruption. For decades, Yellow Cabs operated 
as regulated monopolies with little competition 
in most jurisdictions, not incentivized to 
innovate, often providing poor or unreliable 
service, and costing too much to the 
consumers. Writing for the March 3, 2016, issue 
of NEJM, Allan Detsky and Alan Garber (from 
the University of Toronto and Harvard University, 
respectively) said: "Unreliable service, 
inconvenience, uncomfortable surroundings, 
and high prices make customers unhappy, and 
given the opportunity they will go elsewhere." 

— People were given the choice and they 
embraced Uber over Yellow cabs. 

In spite of the taxi industry's tremendous 
political clout, politicians are relenting to vocal 
public pressure, regulatory hurdles are being 
removed and Uber is prevailing providing 
people with a cheaper reliable alternative. 



Detsky and Garber posit that similar disruption 
is already happening at the margins of the 
healthcare industry. 1 For example, 23 and Me, a 
company based in Mountain View, California, is 
providing direct to consumer genetic screening 
services making genetics departments with in- 
house laboratories obsolete. 23 and Me was 
named the invention of the year by the Time 
magazine in 2008. Another pioneer is Theranos, 
based in Palo Alto, California, whose laboratory 
diagnosis service with transparent (and cheap) 
pricing and tests requiring few drops of blood 
from a finger stick rather than vials of blood is 
giving a pause to the traditional laboratories and 
physicians who held tight grip on test lab results. 


The doctor’s office is also not immune to 
change — IBM’s Watson is already being tested 
for clinical decision making abilities in 
collaboration with Columbia, Cleveland Clinic 
and other organizations. Similarly, healthcare 
support services, including how the insurance 
business is conducted and transparency in 
healthcare pricing are also ripe targets. 

The butterfly effect of shifts in healthcare 
industry is slowly tugging the rank and file 
biotech and pharma industry. In addition, the 
drug development industry has to navigate the 
complexity of global and country-specific 
requirements, reporting mandates and laws. 2 
Thus, medical writers and regulatory 
professionals are increasingly seeking 
technological solutions for increasing efficiency. 


1. Detsky AS, Garber AM. Uber's message for health care. N Engl J Med 2016; 374:806-809. 
www.nejm.org/doi/full/10 . 1056/NEJMpl512206 

2. Malik AK. Regulatory intelligence. Postscripts 2015 Sep; 5 (37) : 148-149 
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Last week at the TIPPA 201 6 meeting in San 
Diego, several companies showcased cloud- 
based software solutions for document 
management, assisting regulatory compliance, 
auditing, reporting and publication requirements 
and mandates. “Artificial intelligence-assisted 
medical writing” entered the jargon when 
Synchrogenix with offices in San Diego acquired 
an artificial intelligence-assisted medical writing 
service, ClinGenuity, based in Cincinnati, Ohio, 
last year. 

Medical writing is a value-added profession 
designed to handle complex tasks. 2 3 Rebecca 
Anderson’s article on Powdered Booze in this 
month’s issue of Postscripts (see page 31) is an 
extreme (and unusual!) example of one product 
requiring approval from multiple agencies within 
a single country. Though, more likely scenario 
would be dealing with regulatory authorities 
across the world with nuanced regulations 3 ; this 
will still require human decision-making and 
targeted writing while being assisted by 
technology assimilating the Ubers and still 
maintaining our relevance: The journalists are 
already doing that. 

Journalists are already knee deep in this 
transition from old (print) to the online delivery, 
and companies are preparing journalists to the 
new media. 4 Lisa Pollack, head of new projects 
at Financial Times (FT) told journalism.co.uk 
that FT focuses on 3 types of trainings: 


1. Practical trainings focused on a variety of 
topics, including productivity tools, 
spreadsheets, numbers, graphing, role of 
FT’s API, etc 

2. Bootcamps lasting 2-3 days on selected 
topics 

3. Attending conferences and events with a 
goal to learn what rest of the industry does 
different and what FT does well and can 
improve upon 

The result of this training effort at FT is a 
“newsroom unicorn” — ie, a journalist with 
coding skills or a technologist with an interest in 
storytelling. 4 

Similarly, to survive the future of medical writing, 
we will need to become unicorns open to 
change and embrace Libers knocking on 
medical writing doors and assimilate them into 
our portfolio. 3 As Albert Einstein once said, 
“Strive not to be a success, but rather to be of 
value.” 

In the coming months, we plan to organize a 
chapter event/symposium discussing various 
technological solutions of interest to medical 
writers, so please stay tuned. 


AMWA Pacific Coast Conference (PCC) 2016 



Saturday, April 16 th , 2016 
Park Central Hotel, San Francisco, California 

Workshops, Open Sessions, and Provocative Conversations 
with Writers, Editors, Scientists, and Other Medical Communicators 


3. Lang T. Just who are we and what are we doing, anyway? Needed research in medical 
writing. AMWA J 2009; 24 (3) : 106-112 

4. Ciobanu M. Hone your craft: Newsroom training advice from FT and NPR. 19 Jan 2016. 
www . j ournalism. co . uk/news/-hone-your-craf t-newsroom-training-advice-f rom-f t-and- 
npr/s2/a603068/ 


30 POSTSCRIPTS | VOL 6, NO. 41 | MARCH 2016 


Powdered Booze 

By Rebecca J. Anderson, PhD, AMWA Pacific Southwest Chapter Member 


With little fanfare but considerable controversy, a 
new product hit the market last year: powdered 
booze. According to the advertisements, all you 
need to do is pour the powder out of its little packet, 
add water, and voila, the perfect cocktail. Well, 
perhaps not as perfect as one crafted by your local 
bartender, but certainly, it’s handy, portable, and 
ready whenever and wherever the urge strikes you. 

I get it. We live in an increasingly instant world. Our 
friends reach us instantly on (uh-hem) Instagram. 

We get blasted with breaking news on our smart 
phones. So, instant booze was inevitable. A logical 
successor to powdered milk, instant tea, freeze-dried 
coffee, Tang, and Kool-Aid. 

Ok, you say, but how can there be such a thing as 
powdered booze? Unlike milk and coffee, which 
contain dissolved solids, grain alcohol is a single 
molecule. And there’s not much water in it. (If 
you’ve ever chugged neat lab ethanol, you know 
there is nothing drier than that!) Even so, when you 
do pull out the water, you still have a liquid. So what 
gives? 

Actually, there is a technique, and it isn’t new. 
Enterprising chemists discovered a long time ago 
that alcohol can be absorbed by short chain 
polymers of sugar (i.e., dextrins or cyclodextrins), 
creating a dry powder formulation. 

The recently approved product, Palcohol, is 50% 
alcohol by weight and if mixed according to package 
instructions, it yields a liquid that is 10% alcohol by 
volume. But who’s going to mix Palcohol with water 
when you can spike your favorite liquor or beer 
without affecting the volume? Adventuresome folks 
might even try snorting the stuff. But snorting 
powdered sugar? You might need an insulin chaser. 

The makers of Palcohol promote its convenience. 
The one-ounce packets fit easily in a pocket, ideal 
for “activities where weight and bulk is a factor, like 
hiking or backpacking.” (Actually, if I have to choose 
what to put in a one-ounce packet to get high, I can 
think of much better “powders.”) 

True, nobody wants to lug a case of Stoli up Mount 
Everest when you can mix a handful of snow with a 
packet of powdered booze. But let’s get real. Why 
sprinkle it on Frosted Flakes by the campfire when 
you can sneak it into a Rolling Stones concert? 
There’s an important regulatory lesson with this 
product and here it is: Palcohol’s market approval 
fell through the federal cracks between FDA and 
ATF. 

FDA reviewed the excipients (essentially sugar) and 
found them compliant. But the drug regulators 


claimed no legal authority over the “active” 
ingredient, alcohol. For that, they punted to a 
bureau in the Treasury Department called the 
Alcohol & Tobacco Tax & Trade Bureau (TTB). 

TTB officials reviewed Palcohol’s label, packaging, 
and formulation, but they are only concerned 
whether alcohol products comply with tax law — not 
issues like consumer health and intellectual property 
rights. 

TTB approved Palcohol in April 2014. Then, just two 
weeks later (and perhaps anticipating a backlash 
from people who said the product blatantly invites 
abuse), TTB backpedaled and said the approval was 
“issued in error.” Haggling over the label lasted for a 
year. Finally, in March 2015, TTB said the “issues 
have been resolved” and they approved four 
varieties/flavors of Palcohol (margarita, 
cosmopolitan, rum, and vodka). 

So, here we have a product whose individual 
components were evaluated by FDA and TTB, but 
nobody assessed the final product, Palcohol, for 
consumer safety. The Feds simply tossed it over the 
wall to the states — each state also has authority to 
regulate alcohol products through legislation and/or 
its liquor control board. 

Currently, the makers of Palcohol are fighting for 
marketing state-by-state, and so far, the states are 
winning. State authorities have thrown up 
roadblocks, concerned that Palcohol will facilitate 
underage drinking in public venues. (I guess those 
lawmakers really do remember the '60s and the 
weed they smuggled into Rolling Stones concerts.) 

But bless their hearts, the Palcohol execs have 
responded by touting Palcohol’s virtues in other 
settings, including medicine, the military, and 
aviation. Every mother knows cough syrup already 
contains enough alcohol to put your fussy kid 
asleep. And while Gl Joe and Jane may appreciate 
the packets on their long deployments, I don’t want 
my Delta pilot anywhere near the stuff. 


REBECCA J ANDERSON, PhD, is a freelance 
medical writer and the author of two books, 

Nevirapine and the Quest to End Pediatric AIDS 
and Career Opportunities in Clinical Drug 
Research. Prior to medical writing, Dr. Anderson 
managed research and development projects for 
twenty-five years in the pharmaceutical/biotech industry. She 
holds a Ph.D. in pharmacology from Georgetown University. 
She lives in Southern California, and when she is not writing, 
she absorbs the sights and sounds of the West Coast’s rich 
culture and heritage. She can be reached at 
rebeccanderson@msn.com. 
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AMA-zing Style — the AMA Manual of Style Column 

By Dikran Toroser, PhD, CMPP, Amgen Inc., Thousand Oaks, Calif. 


Numbers and Percentages 

Why are numbers so difficult for so many? In trying 
to answer this question, many have made analogies 
to dyslexia. It appears that the answer is complex, 
and an appreciation of numbers is not a “natural” 
phenomenon. The AMA manual of style offers some 
advice on required numerical discipline in scientific 
articles that may offer some consistency and clarity 
to the reader. 

Numbers written as numerals emphasize quantity 
more strongly than numbers spelled out as 
words — hence, they are generally preferable in 
technical writing. However, common sense and 
editorial judgment should always be used. 

Use of Numerals. Although in scientific writing 
numerals are used to express numbers in most 
circumstances, there are exceptions; eg, numbers 
are not used to begin a sentence, title, subtitle, or 
heading. 

Numbers of 4 or More Digits Around the Decimal 
Point. Commas are not used in large numbers. A 
half-space or thin space is used to separate every 3 
digits starting from the right-most integer. 

Our analytical sample was based on 32 294 810 
elderly persons in the United States. 

Mixed Fractions. For less precise measurements, 
mixed fractions may be used instead of decimals. 

The surgery lasted 314 hours. 

Time. Measures of time usually are expressed as 
numerals. For dates, use numerals for day and year; 
spell out the month (February 25, 1961) 

At 5:45 AM, October 15, 1994, the researchers 
completed the final experiment. 

Temperature. Use the degree symbol with Celsius 
or Fahrenheit. 

The plates were cultured at 17°C, 3°C lower than 
usual. 

Currency. Use the appropriate symbol (eg, $, €, £). 

His charge for the medication was $55.60 plus 
$0.95 for shipping. 

Spelling Out Numbers. Spell out at the beginning 
of a sentence, title, subtitle, or heading. However, it 
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may be better to reword the sentence so that it does 
not begin with a number. 

Three hundred twenty-eight men and 126 women 
were included in the study. 

Better. The study population comprised 328 men 
and 126 women. 

Common Fractions. Common fractions are 
expressed with hyphenated words, whether the 
fraction is used as an adjective or a noun. 

Of those attending, nearly three-fourths were 
members of the association. 

One Used as a Pronoun. The word one should be 
spelled out when used as a pronoun or noun. 

These differences may be concealed if one looks 
only at the total group. 

Ordinals. Ordinal numbers generally express order 
or rank. Ordinals first through ninth are usually 
spelled out. 

It has become second nature. 

Rounded Large Numbers. Rounded large numbers 
should be expressed with numerals and words. 

The disease affects 5 million to 6 million people, 
[repeat million to avoid ambiguity.] 

Consecutive Numerical Expressions. When 
2 numbers appear consecutively, reword the 
sentence or spell out 1 of the numbers. 

Study participants were provided twenty 5-mL 
syringes. 

Avoid : In the cohort of 1500, 690 were men. 

Better: In the cohort, 690 of the 1500 individuals 
were men. 

Hyphens. Hyphens may be used in text when a 
year span is used as the identifying characteristic of 
a study (eg, the 1982-1984 NHANES survey). 

The students participated in the study during the 
1994-1995 academic year. 

Use of to also may introduce ambiguity. However, in 
some circumstances, such as life span, historical 
periods, fiscal or academic year, page numbers in 
text, or age ranges, to may be used. 


The participants ranged in age from 23 to 
56 years. 

In other circumstances through may be clearer. 

We looked at 3 periods: 1964 through 1967, 1968 
through 1978, and 1979 through 1992. 

Bullets. Bullets without enumeration may be used 
for emphasis and clarity when the specific order of 
the items is not important. If the items are complete 
sentences, begin each item with a capital letter and 
end it with a period. 

The current labeling provides the following 
instructions: 

• Use should be limited to physicians 
experienced in emergency treatment of 
anaphylaxis. 

• Initial dosage should be based on skin testing. 

If the bulleted items are not complete sentences, no 
end punctuation is needed 

Anorexia nervosa includes the following: 

• Low body weight with refusal to maintain a 
healthy weight 

• Fear of being overweight despite having an 
extremely low body weight 

Number. May be abbreviated No. in the body of 
tables and line art or in the text when used as a 
specific designator. Do not use the number sign (#). 
The word number should always be spelled out 
when it is used as a proper noun (eg, "Social 
Security number"). 

When referring to numbers of individuals in a 
study — in tables, figures, and within 
parentheses — the abbreviation N is used when 
referring to the entire sample; n refers to a 
subsample. 

Patients were enrolled at each study site (N = 
2758) and randomized to intervention (n = 1378) 
or placebo (n = 1380). 

Forms of Numbers 

Decimals. The decimal form should be used to 
reflect the precision of the measurement (eg, 38.0 kg 
should not be rounded to 38 kg if the scale was 
accurate to tenths of a kilogram). 


Percentages. The term percent and the symbol % 
should be used with specific numbers. Percentage is 
a more general term for any number or amount that 
can be stated as a percent. Percentile is defined as 
the value on a scale of 100 that indicates the 
percentage of the distribution that is equal to or 
below it. 

Ten percent of the work remained to be done. 
Heart disease was present in a small percentage 
of the participants. 

Her body mass index placed her in the 95 th 
percentile of the study group. 

Any discrepancy in the sum of percentages (eg, due 
to rounding numbers) should be explained in the 
text, footnote, or legend. 

Reporting Proportions and Percentages. 

Whenever possible, proportions and percentages 
should be accompanied by the actual numerator (n) 
and denominator ( d ). The numerator and 
denominator should be expressed as "n of d," not by 
the virgule construction "n/d," which could imply that 
the numbers were computed in an arithmetic 
operation. 

Death occurred in 6 of 200 patients. ( Not: Death 
occurred in 6/200 patients.) 

See pages 821 to 833 in the AMA Manual of Style 
10 th edition for additional information. 


DIKRAN TOROSER, PhD, CMPP, a member 
of the AMWA Pacific Southwest chapter, is a 
regular contributor to the Postscripts 
magazine since 2012. He developed the 
monthly AM Azing Style column which covers 
topics from the AMA Manual of Style, and 
has also written on publication-related topics 
in these pages. Dikran is currently a Senior Medical Writing 
Manager at Amgen Inc. in Thousand Oaks, California. He 
earned his PhD in Biochemistry from Newcastle University 
(UK), and did his post-doctoral training in biochemical genetics 
at the John Innes Center of the Cambridge Laboratory 
(Norwich, UK) and in molecular biology with the USDA. Prior to 
Amgen, Dikran was on the faculty (research) at the School of 
Pharmacy at the University of Southern California. He can be 
reached at dtoroser@amgen.com. 



The patient was receiving gentamicin sulfate, 3.5 
mg/kg, every 8 hours. 

Because they appear frequently, eliminating the zero 
can save substantial space in tables and text; eg, 
P=16 
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Regulatory Intelligence 


News and Updates from the FDA 

Kokil Tandon, MBBS, MBA 

Member, AMWA Pacific Southwest Chapter 

The last month was relatively quiet at the agency. A noteworthy development was the approval of a type of 
chemotherapy that can increase the survival time of liposarcoma patients. Liposarcoma is a specific type of 
soft tissue sarcoma (STS), that occurs in fat cells. STS is a disease in which cancer cells form in the soft 
tissues of the body. While it can develop anywhere in the body, STS is most common in in the head, neck, 
arms, legs, trunk and abdomen. In late January, the FDA approved the first drug that improved overall survival 
of liposarcoma patients by approximately seven months. Halaven (Eisai) is indicated for the treatment of 
unresectable or advanced liposarcoma patients, who received prior chemotherapy containing an anthracycline 
drug. The Halaven application was granted priority review status, meant to facilitate and expedite the 
development of drugs that can potentially benefit patients suffering from serious or life-threatening conditions. 
Halaven also received the orphan drug designation which assists and encourages the development of drugs 
for rare diseases. 

Voluntary recalls were issued by Baxter International Inc., Lucy's Weight Loss System of Arlington, TX and 
Pharmakon Pharmaceuticals. 

A few advisory committee meetings, as well as other events have been scheduled for March, as detailed 
below 

Selected FDA Announcements 

Date Announcement 

01-26-16 Baxter International Inc., issued a voluntary nationwide recall of four lots of the following 

intravenous solutions: 0.9% Sodium Chloride Injection, USP, lOOmL in Mini-Bag Plus Container; 
Metronidazole Injection, USP 500mg/100mL and Clinimix E 5/15 (5% AA w/Electrolytes in 15% 
Dextrose w/Calcium). These were recalled due to the potential for leaking containers and 
particulate matter. Leaking containers may result in contamination of the solution which can cause 
serious adverse health consequences such as bloodstream infection. Injection of a product 
containing particulate matter, may cause allergic reactions or even block blood vessels resulting in 
stroke, heart attack, organ damage and death. 1 

01- 28-16 Lucy's Weight Loss System of Arlington, TX, issued a voluntary nationwide recall of all lots of Pink 

Bikini and Shorts on The Beach dietary supplements. The recall included all colors, 30 count 
(750MG per capsule) to the consumer lever. FDA analysis found these products to contain 
undeclared active ingredients Sibutramine, Phenolphthalein, and/or Diclofenac, which have 
diverse and serious health effects. 2 

02- 04-16 FDA leaders announced a plan to re-examine the agency’s opioid related policies, as part of 

efforts to combat the opioid abuse epidemic, while still providing effective relief to patients in pain. 
This renewed effort is part of a major initiative led by the Department of Health and Human 
Services (HHS) to address opioid abuse, dependence, and overdose. The HHS initiative is 
focused on three aspects: apprising opioid prescribing practices, increasing naloxone use, and 
using medication-assisted treatment for opioid addiction. The FDA’s announcement also supports 
the work being done by the Centers for Disease Control and Prevention’s on guidelines for opioid 
prescription for treatment of chronic pain outside of end of life care. A significant part of the FDA’s 
plan is to collaborate with external experts in the fields of pain management and drug abuse, such 
as the National Academies of Sciences, Engineering, and Medicine. The agency plans to share 
progress related updates on a regular basis. 3 

02-16-16 The FDA alerted heaithcare professionals to a voluntary recall issued by Pharmakon 

Pharmaceuticals, of Morphine Sulfate 0.5 mg/mL preservative free in 0.9% Sodium Chloride, 1 mL 
syringe, CM, for intravenous use. The recalled product was made on February 3, 2016, with an 
expiration date of March 19, 2016, and labeled with lot E52418EV11C and NDC 45183-0322-78. It 
was distributed to one medical facility in Indiana and one in Illinois. This product was found to be 
super-potent and can cause respiratory depression, coma, and death, on injection. 4 

02-1 7-16 Baxter international Inc., issued a voluntary nationwide recall of one lot of 6.9% Sodium Chloride 
Irrigation, USP, 500 mL Plastic Pour Bottle solution, due to presence of particulate matter, 
identified as an insect. The recalled lot was distributed to customers and distributors in the United 
States between November 12, 2015 and January 11, 201 6. Using this solution could potentially 
cause a series of complications such as inflammatory reaction, foreign body reaction, and life- 
threatening infection. 5 
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Selected FDA Approvals 
Drug Indication 

Company 

Zepatier™ 

Chronic hepatitis C virus genotypes 1 and 4 infections in 
adult patients 6 

Merck & Co. Inc. 

Briviact® 

Add-on treatment for partial onset seizures in epileptic 
patients aged 16 years and older 7 

UCB, Inc. 

March 2016 Advisory Committee Meetings 


Date 

Committee 



03/1/16 Science Board to the FDA Meeting Announcement - Discussion of (1) the role of opioids in pain 

management (2) scientific challenges in development of pain medications (3) scientific 
challenges in the real-world use of opioids for pain, including the impact of opioids with 
potentially less risk for abuse (4) FDA’s role in providing appropriate pain treatment while 
reducing opioid abuse (5) postmarket surveillance activities related to opioids. The Science 
Board will also receive a final report from the Centers of Excellence in Regulatory Science and 
Innovation Program Evaluation Subcommittee. * 1 2 3 4 5 6 7 8 


1 03/8-9/1 6 Pharmacy Compounding Advisory Committee Meeting Announcement - (1 ) Discussion of six 
bulk drug substances (quinacrine hydrochloride, boswellia, aloe vera 200:1 freeze dried, D- 
ribose, chondroitin sulfate, and acetyl-L-carnitine) nominated for inclusion on the section 503A 
bulk drug substances list. (2) Discussion of two categories of drug products (metered dose 
inhalers and dry powder inhalers) nominated for the list of drug products that present 
demonstrable difficulties for compounding. 9 

03/29/16 Meeting of the Psychopharmacologic Drugs Advisory Committee Meeting Announcement - 
Discussion of the specific risk-benefit profile for NDA207318, submitted by Acadia 
Pharmaceuticals Inc 10 


March 2016 Conferences, Workshops and Public Meetings 
Date Title 

03/3-4/16 Primary Sclerosing Cholangitis Workshop with the FDA, AASLD, ACG, AGA and NASPGHAN 11 
03/8-9/16 Second Annual Neonatal Scientific Workshop 12 

03/23-24/16 2016 DILI Conference XVI: Flow Should Liver Injury and Dysfunction Caused by Drugs Be 

Measured, Evaluated, and Acted Upon in Clinical Trials? 13 


WEBLINKS 


• For additional information on approvals, including labeling revisions, tentative approvals, efficacy supplements with 

supporting clinical data, manufacturing changes or additions, or chemistry; new strength, see 
http://www.fda.gov/NewsEvents/Newsroom/default.htm 

• For additional information on recalls, market withdrawals, and safety alerts, see 

http://www.fda.gov/Safety/Recalls/default.htm 

• For information on current drug shortages, see http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm 

• For information on drugs to be discontinued, see http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm 

• For Orange Book drug product list additions or deletions, see 

http://www.fda.gov/Drugs/lnformationOnDrugs/ucm086229.htm 


1 http://www.fda.gov/Safety/Recalls/ucm4831 47.htm 

2 http://www.fda.gov/Safety/Recalls/ucm483928.htm 

3 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm484765.htm 

4 http://www.fda.gov/Safety/Recalls/ucm486450.htm 

5 http://www.fda.gov/Safety/Recalls/ucm486687.htm 

6 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm483828.htm 

7 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm486827.htm 

8 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm487034.htm 

9 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm486092.htm 


10 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm4841 21 .htm 
11 http://www.fda.gov/Drugs/NewsEvents/ucm481 994.htm i 


12 http://www.fda.gov/Drugs/NewsEvents/ucm475626.htm 

13 http://www.fda.gov/Drugs/NewsEvents/ucm479224.htm 



KOKILTANDON, MBBS, MBA, is a physician 
MBA, initiating her journey into the arena of 
Medical Writing. Previously she worked as a 
healthcare consultant where she focussed on 
projects involving healthcare delivery systems 
and processes. She is an active volunteer in 
her local community. She can be reached at 
kokiltandon@gmail.com. 


POSTSCRIPTS I VOL 6, NO. 41 | MARCH 2016 35 


What's Happening at AMWA 

By Susan Vintilla-Friedman, MWC 

President, AMWA Pacific Southwest Chapter 


AMWA 2016 Medical Writing & Communication Conference - Call for Proposals open 
now. 


• Roundtable discussion leaders needed! This is a great way to develop skills as a 
presenter and participate in the conference as a content leader. 

• Session proposals due by February 19. Visit: http://www.amwa.org/conference 

AMWA Online Learning - Visit www.amwa.org/online_learning and check out member’s only 
resources, archived webinars for on demand viewing, and interactive learning activities. 

• Ten Characteristics of Effective Tables and Graphs - first state of the art online 
learning activity, engaging and self-directed, great refresher or intro into the subject, 
complements but does not replace the Workbook. 

• Harness the Power of EndNote: Manage Your Library's Data - Learn from EndNote® 
super user Stephen Palmer, PhD, ELS as he shares tips and tricks for the intermediate 
EndNote user. Practice your new skills with the interactive quizzes in this activity. 

Find these activities and more in AMWA Online Learning at www.amwa.org/online_learning. 

Chapter Conferences - promote and attend regional events 

• The Mid-Atlantic, Southwest, and Delaware Valley chapter conferences are open for 
registration. 

MWC - Upcoming Exam Dates and Locations: 

April 15, 2016 

AMWA Delaware Valley Chapter 20th Annual Princeton Conference, Princeton, NJ. 
Application Deadline: February 12, 2016 

• Application information at: http://www.amwa.org/mwc_apply 

Essential Skills package - Purchase all 7 Self-Study Workbooks and earn the AMWA 
Essential Skills certificate at your own pace. Enrollment is included. 

Package sale price: $950 member/$1,250 nonmember 
ES Express Package offers over 25% in savings! 

Overarching Mission, Vision, Values and Strategic Goals for AMWA 

Mission 

AMWA's mission is to promote excellence in medical communication and to provide 
educational resources in support of that goal. 

Vision Statement 

Creating clear medical communications that lead to better health and well-being 

Core Values 

• Professionalism 

• Expertise 

• Continuous learning 

• Connection 

Strategic Goals 

• Enhance resources and educational opportunities for medical communicators across 
settings and career levels 

• Connect and engage with more medical communicators 

• Increase awareness of AMWA as a valuable resource for medical communicators 


36 POSTSCRIPTS | VOL 6, NO. 41 | MARCH 2016 


AMWA Happy Hour in Orange County 

About 10 chapter members based in Orange County got together recently In Tustin for 
a little camaraderie, networking and a drink. 

Date: Tuesday, February 9, 2016 

Location: El Torito in Tustin, 17420 East 17th Street, Tustin, CA 92780 



From front to back: (on left) Kristen F, Heather O and Eileen L; (on right) 
Clarice C, Carolyn B and Kathy T. Picture by Susan Vintilla-Friedman. 


Medical Writing & Communication 
Conference 

Medical Writing & 
Communication 
Conference 

OCTOBER 6-8 | DENVER, CO 
Trcfuk and Opportunities (or Medical Communicators 


2016 

AMWA 
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Chapter Upcoming Events Calendar 


AMWA Pacific Southwest Chapter lunch (monthly) teleconference 
Occurs First Friday of the month, 12-1 pm Pacific time 

Dial in number: 706-913-1155 

Participant code: 0204157# (or from your iPhone: 706-913-1155,0204157#) 

While at TIPPA meeting, join for a happy hour hosted by our chapter on Monday, 
February 29th from 6 pm to 7:30 pm at The Cays Lounge in Loews Coronado 
Bay Resort. (Pay for your own drinks). All are welcome. Address: 4000 Coronado 
Bay Road, San Diego, California, 92118. Phone: 619-424-4000 
https://www.loewshotels.com/coronado-bay-resort/dining/lounge 

March 12, 2016 - AMWA presentation at CareFusion. Marilyn Allison will speak 

on Career Transitions. 

April 16,2016 - AMWA Pacific Coast Conference 

Where: Park Central San Francisco, A Starwood Hotel, 50 Third Street, San 
Francisco, CA94103. Visit http://amwancal.org/ for more information. 

April 29, 2016 (tentative) - Webinar presentation by Thomas Purcell on Project 
Management for Medical Writers. 



•SAVE THE DATE* 

DIA 2016 

52 ND Annual Meeting 


PHILADELPHIA, PA 


JUNE 26-30, 2016 
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Career Corner 


Medical Writing Open Positions 

Compiled By: Sharyn Batey, PharmD, MSPH 
Employment Coordinator, AMWA Pacific Southwest Chapter 


Medical Writer, Senior Manager 

Avanir Pharmaceuticals. Inc, Aliso Viejo, CA 

http://chm.tbe.taleo.net/chm04/ats/careers/requisition.jsp?org=AVANIR3&cws=1&rid=814&source=i 

ndeed.com 

Medical Writer - Promotional Activities 

Arbor Scientia, Carlsbad. CA 

http://jobview.monster.com/Medical-Writer-Promotional-Activities-Job-Carlsbad-CA-US- 
1 6224841 3.aspx?mescoid=2700440001 001 &jobPosition=4 

Medical Writer 

Medtronic Inc., Goleta. CA 

http://job-openings.monster.com/monster/5938cbbe-2032-4b6f-9e2e- 

0d6fd14ce02e?mescoid=2700440001001&jobPosition=7# 

Medical Writer- Pharmaceutical 

Brandkarma, Irvine, CA 

http://careers.brandkarma.org/medical-writer.html 

Senior Publication Specialist 

Recruiting for Undisclosed Company in Irvine. CA 
Alexandra Heller at Real Life Sciences 
a.heller@realstaffing.com 

Medical Writer 

Recruiting for Undisclosed Company 
ALKU - Los Angeles, CA 

http://job-openings.monster.com/monster/41bdacc2-d985-4dde-bf7c- 
23947a91 7e1 0?mescoid=2700440001 001 &jobPosition=9# 

Medical Writer 

Atara Biotherapeutics. Los Angeles, CA 

http://hire.jobvite.com/CompanyJobs/Careers.aspx?k=Job&c=qk0aVfw9&j=o7CS1fwm&s=lndeed 

Senior Medical Writer (Medical Communications) 

Recruiting for Undisclosed Company in San Diego Area 
Liberty Jobs, San Diego, CA 

http://job-openings.monster.com/monster/12bcfad0-d23b-4b0e-b3d9- 
5a0bb79b2c20?mescoid=2700440001 001 &jobPosition=2 

Medical Communications Writer II (temporary position) 

Recruiting for Undisclosed Managed Healthcare in Thousand Oak, CA 
Kelly Services 

https://kelly.secure.force.com/CandidateExperience/CandExpJobDetails?id=a7V800000003HJI&so 

urce=Monster&utm_source=Monster&utm_medium=cpc&utm_campaign=Monster&rx_job=582824 

48&rx_source=Monster&rx_campaign=Monster20&rx_medium=cpc 

Medical Communications Manager 

Recruiting for position at Amgen (2 year contract) 

Hart Employment Services, Thousand Oak, CA 
http://hartjobs.com/careers/?cjobid=HS938238527&rpid= 16202 
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Medical Writing Manager 

Amgen, Thousand Oak, CA 

http://careers.amgen.com/job-en/6236808/medical-writing-mgr-thousand-oaks-ca/ 


Regulatory Writing Senior Manager 

Amgen, Thousand Oak, CA 

http://careers.amgen.com/job-en/6189343/regulatory-writing-sr-mgr-thousand-oaks-ca/ 

Scientific Communications Manager 

Amgen, Thousand Oak, CA 

http://careers.amgen.com/job-en/6284671/scientific-communications-manager-thousand- 

oaks-ca/ 

Technical Writer (Device) 

Boston Scientific, Valencia, CA 

https://career4.successfactors. com/career? career_ns=job_listing&company=BScientific& 

navBarLevel=JOB_SEARCH&rcm_site_locale=en_US&careerJob_req_id=195053&jobPi 

peline=lndeed 

Report Writer (Preclinical Studies) 

Charles River Laboratories, Reno Nevada 

http://job-openings.monster.com/monster/df563d01-0ee6-4ee3-a531- 
2095c665676e?mescoid=1 5001 44001 001 &jobPosition=9 


If you want to share job leads with the members of the Pacific Southwest Chapter, please 
contact Sharyn at employment-coordinator@amwa-pacsw.org. 



MEDICAL PUBLICATIONS IN A DATA-RICH WORLD: 

ENHANCING QUALITY AND TRANSPARENCY 


1ST H ANNUAL MEETING OF I S M P P 


Gaylord National Resort & Convention Center 
April 1 1-13, 201 6 • National Harbor, MD, USA 
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Backpage 


MoMA's Free Digital Archive 



Heart of the Andes. By Frederic Edwin Church (American, Hartford, Connecticut 1826-1900 New York); 
1859. Medium: Oil on canvas, http://www.metmuseum.org/art/collection/search/10481 


The best things in life are free or just about free for us to enjoy. We love Free! 

Postscripts is free. Our National and State Parks are just about free: with a reasonable 
fee, you get unspoiled playgrounds to get out, and enjoy the gifts of nature. And if you 
have a 4 th grader in your house, yes, all National Parks are free until the school year 
ends (http://www.nationalparks.org/ook/every-kid-in-a-park). 

If you enjoy nature, chances are that you also might enjoy art, and you might want to 
visit MoMAfrom the comfort of your home. Did you know that MoMA's digital archive 
is also free and truly open access? While you are at moma.org, enjoy the nature on 
canvas, learn how artists over the generations have viewed our world through their 
brushes, colors, lens and imaginations; and do not hesitate to use those images on 
your blog, in your articles, newsletter, or just to share with friends -- Share the art and 
share the love of nature. 

MoMA's Digital Archive is available at http://www.metmuseum.org/art/collection. 

Source: http://www.artofcounting.eom/2014/05/20/metropolitan-museum-of-art- 
announces-free-access-to-400000-digital-images/. Accessed: 13 Feb 2016. 

—Editor 
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